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REMARKS
Claims 23-35, 3§, 41, 42, 44-47, and 49-79 gre ponding, Claims 23 and 60 are amended.
No new matier las been added by virtue of the amendment, support being found throughout the

specification as filed.

1. 35 U.S.C 8 102 Reljechicns

Claims 23, 2628, 31, 35, 38, 45-47_ 49-81, 56, SR-63, and 70-79 are rejected under 35
LLS.CL 8 102¢) over UK, Patent Publication Mo, 2002/133184 to Lo Russo. Apphicants

respectiully traverse.

Independent clatm 23, a3 amended, recites a method for treating an gve. According to

Y

Applicants” wethod, a devies corprising a plercing member having tumen along s longitudinal
axis of the plorcing member and a canumila shidably disposed within the lumen is inserted nte the
eve. As set out, the step of inserling the device into the eye comprises penetrating the eve with
the plercing member and advancing the plercing member through the eve transconjunctively
untit the distal end is within the vitreous humor of the eye. The cannula is then advanced
through the prercing member himen, threugh the vitreous nnmor, and towards a treatment site to
prerce the treatment site. The eve is then treated by administening snd/or aspirating matertal

through the cannlal

independent claim 27 recites ¢ methed of reating an ove, comprising piercing the gve
with g prorcing member and inserting the piereing member into the vitreons humor of the eve,
the piercing member having & proxamal end and a distal end and g lumen defined therebetween,
angling the plercing roember 1 any divection 8o as to guide the cannala o any treatment site
within the gye, advancing a cannula through the plercing member lummen and bovond the distal
end of the piersin g member, guiding the cannula through the vitreous humor of the eye 1o the

reatment site, and then treating the treatment site, thereby treating the eve.

Tndependent claing 604, as amended, recites s method for treating an eve comprising
inserfing mto an eye a device comprising an outgr menber having g proximal end and a distad

end, a cannula slidably disposed within the cuter member along a longitudinal axis of the oute
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mernber, and a plercing member at the distal end of the cuter member, As sot out, the eve s
pierced with the piercing member, and the plercing moember and at least a portion of the outer
menther 18 advanced into the eye transconjunciively. The cannula is then advanced through the
outer mernber and bevond the distal end through the virteous tarnor of the ove to the reatment

site. The eye ts then weated by administering and/or aspirating material through the cannula

Lo Busso, on the other heuwd, desceribes a devive and method for porfurming transscleral
cantery and subretinal drainage. As shown in Figs, 4A and 48 {reproduced, in part, bedow) and
as descrbed at [D0SH 1100607, the devics iy inserted into the eve and i3 passed through the
following lavers: solera 304, chorotd 306, relinal pigment epithelium (RPE) 308, and subretinal
space 3100 Transscleral cantery is performed by heating the cautery ssclion 210 {00571
Subretinal drajnags iy performed by allowing the tnner needie section 314 to penotrate through
the RPE 30% and into the subrotinal space 310, as shown in Fig, 4B [0060].  Applicants nole that

the RPE is the pigmented cell layer just outside the retina that pourishes retinal visual cells,
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{Clearly, Lo Russo never teaches or suggests gither (1) plercing the eve with a plercing

member and inserting the plorcing member inte the vireons humor of the eve or (2} guiding the

cannuda through the viteeous huamor of the eve to the ireatiment site, as recited 1 independent

clatms 23, 27, and 60, No portion of Lo Russe’s device ever enters the vitreous humoy — the
clear gelatinons substance that flls the cyeball bebween the reting and the lens, Rather, Lo Russo
ases a completely different wethod and entry approach by accessing the reting through the back

or side portion of the gve and, thos, never enters the vitreous humor {e.g. as shown in Figs. 4A

and 48 of Lo Russo and as depicted 1o the Figure below showing the eve with the vitreous

humeor}.
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Further, Lo Ruaso pover teaches or suggesis a method wherein a plercing member §s inserted into
the vitreous humor of the eve and the prercing member v angled 1o any divection so as o guide
the cannuda within the plorcing member {0 any treatment stte within the eyve, as further recited in
clatm 27, Lo Russo is completely eilent with respect to angling a plercing member al any point

during the process.
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Thus, claims 23, 27, and 60 are clearly not anticipated by Lo Russo, Claimg 24426, 28,
31, 35, 38, 45-47, 49-51, 54, 538-539, 6163, and 7G-79 depend from claims 23, 27, and 90 and,

thus, also are not antizipated by Lo Raosso. Revonsideration and withdrawal of the rejection i«

respectiully requested.

2, 33 UR.C. 5 103 Rejections

29, 30, 32-34, 41, 42, 44, 48, 52-55, §7, 62, 64, and 66-79 beey rejected

24,2

¥

uz

Claim

k]

under 33 U.S.CL§ 103{a) as being unpatentable over Lo Russo, Pagues et al (US Pub
2003/0171722), and Bowrnan et al (US Patent 6,378,528}, Applicants respectinlly traverse the
rejection.

As set forth above, Lo Russo at least fails 1o teach or suggest {1) plercing the eve with a

i

picrcing member and inserfing the prercing member into the vitreous humor of the eye, (23

gaiding the canmula through the vitreous humor of the eye © the treatment site, and {3} inserting

the plercing member b the vitrecus humor of the eve angling the plercing member in any
direction so as to guide the cannuls within the plercing member o any treatmoent site within the

eyve, as recited in independent claims 23, 27, and 60.

Further there is absolutely no motivation to modify Lo Russo so a8 to insert the plercing
menmber into the vitrpoos humor or to advance the inner cannula duough the vitreous humor,
Rather, Lo Russo s divecied to g devics and method for travsscleral cautery and sobretinal
drainage. Thas, Lo Russo’s device is only inserted within the sclera and RPE. There is no

\

mtivation to further advance Lo Russo’s plercing mewmber or fnner carnnla bevond the
treatment fayvers {sclera and RPE) and mto the vitreous humor, as recifed i Apphoants” claims

23,27, and 60.

Apphcanis further note that the vifreous humor, in which Apphicants” pigroing member is
inserted, 1s a gelatinous substanee that sllows for the angling of the piercing member (and, thaes,
the distal end of the plercing mentber} such that the cannula can be advanced through the
prorcing member to any treatment site within the eye. On the other hand, Lo Russa’s outer

mamber (Mpiercing mernber”™) is posttioned within the sclera, choroid, and reting {see Figs. 44,
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4B, 3A, 3B}, The sclera 1 a tough, opagque tesue. The choreids iy a layer of blood vessels, The
retina 15 & mabi-lavered sensory tissue. Thus, Lo Russo’s outer member {an& thus, the

o guide an inner member 1o any reatment site within the eve, as recited in Apphicants” claim 27

Thus, there 13 absolutely no teaching or suggestion o modify Lo Russo so a3 1o angle Lo Russo’s

piercing member as tanght by Applicant nor is there any reasonable expectation of success in

doing so.

Pagues and Bowman do not remedy these deficiencies and, o any event, as noted above
there would be no motivation or expectation of success o modify Lo Russe so as o provide
Applicants’ method, Bowman describes a simple tubular device that is used to inject and agent
into the sclery and which never enters the vitreous humor of the eye. Pagques’ devics is gited for
the delivery of steroids, genetic material, or phanwaceuticals to the eyve by serting a handpiece
through an Incision that is surgically made to allow for inseriion of the handpiece. Thus, Paques
does not teach or suggest penetraling an eye using a piercing moember (Pagues’ handpicce s pot a
piercing member and does not pioree the eve) and advancing the piercing member through the

¢ through the vitreous humor, A needle 4 carnted by” the haodpiece i used 1o pierce a blood
vessel within the eye. Howsver, this needie 4 1o pot slidably received within the handpiece and,
thus Pagues does not teach or suggest advancing the needle through the handpiece through the
vitroous Imor, as recited by Apphcants’. Pagues further describes a flexible tube & that is
movable within the needle 4, However, this flexible tube does not plerce the treatmeont site,
Rather, sccording to Pagues, the needle plerces a blood vessel and, after the neadle ts within the

blood vesael, the Hexible tube is advanced throngh the needle inside of the biood vessel.

Clearty, no combination of Lo Russo, Pagues, and Bowman would have resclied in
Apphicants’ claimed methods, Accordingly, independent clatms 23, 27 and 60 are patentable

over Lo Russo, Pagues, and Bowman, Clatms 24, 25, 29, 30, 3234, 41, 42, 44, 48, 52-35, §7,

PR

-~

62, 64, and 66-79 depend from claims 23, 27, and 80 and, as sueh, are patentable over Lo Russo,

Pagues, and Bowman, Reconsideration and withdrawal of the rejoction is respectfully requestad.
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CONCLUSHON

Applicants beliove that additionasl fees are pot required in connection with the
consideration of the within matter, However, if for any reason a fee 15 required, g feo paid is
inadequate or credit 13 owed for any exceas foe paid, vou are hereby authorized and requested 1o

charge Deposit Account No. 64-1188,

Shouold the Examner wish o discuss any of the woendments and/or remarks made herein,

the undersigned attorney wounld appreciate the opportunity to do so.

Dated: June 18, 2008 By {Lisa Swiszer Hazzardd
L.isa Swiszew Hazzard
Registration No,: 44,368
Attorney for Applicant
EDWARDN ANGELL PALMER & DODGE LLP
PO, Box 53874
Boston, Massachusetts 02205-5874
Tel Noo (817 5175513
Fax No. (61714394444




	2008-06-18 Applicant Arguments/Remarks Made in an Amendment

